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eqie*4 3ftT hR<ik +"4Pi 4RM4 

sftr hRcik +"4 01 Rrmi) 

srfirgw 

Ri 3 arihr, 2017 

Trr.^r.f^.327(3r).—t# 3ftr rrtrr Tm=nfr f^ur, 1945 rt sfhr rrtrr rtt( % ]%tt +Rh4 rt rtrr 
## 3ftr RRTRR 4mill srfsrf^PT, 1940 (1940 RT 23) # STTTT 12 3ftr STTTT 33 RRSTTRTTTT RTTR % TRW, 
3TRTRTTR, WT II, #R 3, 3W (i), RTfl^R 2 RTRf), 2017 R RRTf$TR RTTR RTRTT R TRTT2R #T #4R +"4 01 WFHT 
(TRTTSR 3?k 4^.4 K +"4 01 f%RTR) srfsl^HI R. RT.RT.fa. 102(3T), 41-CN 2 RTRft, 2017 RPR RRTiRTR f%RT RRT 
fWT RTF -RT R3ft =4Rb47 R. f%R% RRR RRTf%R RTR Rf| RRTRRT |, RR RT^FR R. pRRRT RR rRjrrRT TFT RTTR 
TTRRR # Rf%Rt RRRT RT RTRSST RTT R# «ff, %FflR f^R # 3TRf& RRTRT R ’JR RTSfa 3^T TpRTR 3mtf%R f%TT rtt 
R; 

3TR dTh -R"1 RRRR yfci-41 444 1 RT dl'Tl'a 2 RTR^t, 2017 RT RRRST RF Rf sff I 

3ftT %F^tR RTRTT RRT FR f^RRf % RRR # RRRT % RTR RTOTf #T tyHM’T RT f%RR f^RT RRT | I 

RR:, RR, RrffR-RTRTT, 3 tTr 1% sfTr RRTRR RTR# RfH^RR, 1940 (1940 RT 23) # RTR 12 rTt RRT 33 % 
RSptR ?l1%RT RT RRRT RTR fTT ## RRTpT# RRT^RR RTR R R7RT?f RTR R RFTR;, 3 |Tr 1% sfrr RRTRR ROOft f^RR, 
1945 RT rTt R?TtRR RTR R f%R f?Frf%f%R f^RR RRTTfT |, RRfT];:- 

1. (1) RR R 44 T RT R%R RTR RNflr #T RRTRR 4 14 ill ( RRT R9TTRR) fRRR, 2017 | I 
(2) R TTRRR R RRR RRTRR #T RrfpR RT RRTr ROT I 

2. #Rf% 3f)~r RRTSTR RTRlft Pl44, 1945 (f^FR RRR RR% ROTR RTF f%RR RRT RRT f) f^RR 2 RT, RR (R) % 
R S RTR; f^RfM%R TRR 3tR:TRTf^R f%RT RTRRT, RRtR:- 

“(RR) “RRRRR RrffRRR yj|l4t” R i)4) 4 u l 14) StRiRR ^ Rt RRif 1 - f%RRRT RP" R^" RTTRTRRT, 444 2 - f%TT 
RH441 3frr Rf RTTRTRRT, RRrf 3 - Rf RH44I sfrr f^TT 4 0.304 41 RF RR^ 4-f^TT RH 4 dI 3^T f^RT 40.30441 R 
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•FT R 3fhTfRRtTT RRddl 3ftT MIHIHdl % StTSTFr TT TeR % RpT y ApH I R TT# TTTft f I”; 

3. TxF PEElf % PEeT 74 if, TT (T) % WEi; RklPlRld TTTTTfTT Pm 41 Uhl, mPi;:- 

“(T) 3iNd+, RripTT TffTTW WFp % WT 2 Wf 4 % 3T?fpT RRf?P ip#t TETT TT 3ffEfiPlT ^ 
sEprfR % septet % Pi u ttRet % ttt 3EpjRt t t RRg Rtttepttt tsw % h R ,j i i -h tpe^t tPett i” i 

4. ExF PEeP % PEET 74T P, TT (7) % WT^ R FI Pi Rid TT TTETTfTT f%4T 41 Uhl, SElPi;:- 

“(8) 4Md4>, FEfpFEW WEp % TEET 2 #7 Wl 4 % 3T?fpT 'RRRp ipfl TEEF TT 3fPrfsNT 

3EJ5rPf % 3EJ?ET % f%TT an%^T % TPT atT if PrfRg" ^TTT^FTr 3TSWT % HR*J|m TEJcI TETT l”l 

5. a-rti PEeP % Kmh 76 if, T=hr (9) % T%j id R-wPPiid d's an"E'TTpEr R>-m ^iiuui, setPt:- 

“(10) TETTF, FEfpFTT TPTFff % TEpf 2 afrr wf 4 % STSfHT fPPPRs tjpt tfEEF TT # 3?PlPETf Pt 

ai^jlfll % 3EJTET % Pet 4EFET % TPT apjTjfr T if PffpE Pd-Hh^ddl TSWT % tP"HTTTEJE TETT l”l 

6. dxti Peett % Rd-n 78P, Ps (t) % T^jid RetPiRet PtettPPt f%n teitt, setPt:- 

“(T) TETEF, PriEET fePtEW % wf 2 3?p wf 4 % 3T?fpT tj# TEEF ET # TPrPETf # 

sEjsrfP % anjrpr % Pi q stttte % ttt snjTjPt t if Pi RP d■ m-h<j<-m d i ar&d-4d % hR ,j i i-h y <-tjd tett i”i 

7. effPEeP %Peet 78^if, te (8) % we( RyPRid te 3TrrT4Tftrf f%rr ^tu4i, 

“(9) arrTdT, TflFTW WFft % WT 2 #t wf 4 % arsfpT g# THT TT # 3fmRNt 

anjsrf^" % anjTET % Piu anTTT % TT4" P" Rr?d ^dd- h di arsTTFT % hR ,j i i-h y<-^d dRyii I”I 

[W. t. TTT. 11014/12/2016-f)3FTTT?T] 
Ji'-dd <1M ?TTf, •Hd ) Tti •dPd 

- TJT Rtt TKcT % TDRT T 3tRt?JTTT T. xpT.28-1 0/45 -Ttt( 1 ), rnflT 21 f^FETT, 1945 U7T TTTf^Tcr f%T tttt % 
3frr atf%T T?ft£R" arfsEJTTT T. TT.TT.fR. 303 (3T),TrrfFT 30 TT#, 2017 5TTT fRn W 4T I 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health and Family Welfare) 

NOTIFICATION 

New Delhi, the 3rd April, 2017 

G.S.R. 327(E). —Whereas the draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945 was 
published as required by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940) in the Gazette of India, 
Extraordinary, Part II, Section 3, Sub-section (i), dated the 2nd February, 2017 vide notification of the Government of 
India in the Ministry of Health and Family Welfare, number G.S.R. 102(E), dated the 2nd February, 2017 for inviting 
objections and suggestions from all persons likely to be affected thereby before the expiry of a period of forty-five days 
from the date on which copies of the Official Gazette containing the said notification was made available to the public; 

And whereas the copies of the said Gazette were made available to the public on 2nd February, 2017; 

And, whereas, objections and suggestions received from the public on the said rules have been considered by the 
Central Government. 

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the said Act, the Central 
Government, after consultation with the Drugs Technical Advisory Board, hereby makes the following rules further to 
amend the Drugs and Cosmetics Rules, 1945, namely:- 

1. (1) These rules may be called Drugs and Cosmetics (Ninth Amendment) Rules, 2017. 

(2) They shall come into force on the date of their publication in the Official Gazette. 
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2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said rules), in rule 2, after clause (a), 
following shall be inserted, namely,- 

(aa) “biopharmaceutical classification system” means a system used to classify drugs on the basis of solubility 
and permeability, classified as category I- high solubility and high permeability, category II- low 
solubility and high permeability, category III- high solubility and low permeability, and category IV- low 
solubility and low permeability.”; 

3. In the said rules, in rule 74, after clause (p), the following clause shall inserted, namely.- 

“(q) the applicant shall submit the result of bioequivalence study referred to in Schedule Y, along with the 
application for grant of a licence of oral dosage form of drugs specified under category II and category IV 
of the biopharmaceutical classification system.”. 

4. In the said rules, in rule 74B, after clause (7), the following clause shall inserted, namely.- 

“(8) the applicant shall submit the result of bioequivalence study referred to in Schedule Y, along with the 
application for grant of a licence of oral dosage form of drugs specified under category II and category IV 
of the biopharmaceutical classification system.”. 

5. In the said rules, in rule 76, after clause (9), the following clause shall inserted, namely.- 

“(10) the applicant shall submit the result of bioequivalence study referred to in Schedule Y, along with the 
application for grant of a licence of oral dosage form of drugs specified under category II and category IV 
of the biopharmaceutical classification system.”. 

6. In the said rules, in rule 78, after clause (q), the following clause shall inserted, namely.- 

“(r) the applicant shall submit the result of bioequivalence study referred to in Schedule Y, along with the 
application for grant of a licence of oral dosage form of drugs specified under category II and category IV 
of the biopharmaceutical classification system.”. 

7. In the said rules, in rule 78A, after clause (8), the following clause shall inserted, namely.- 

“(9) the applicant shall submit the result of bioequivalence study referred to in Schedule Y, along with the 
application for grant of a licence of oral dosage form of drugs specified under category II and category IV 
of the biopharmaceutical classification system.”. 

[F. No. X.l 1014/12/2016-DRS] 
K. L. SHARMA, Jt. Secy. 

Foot note: Principal rules were published in the Official Gazette vide notification number F.28-10/45-H (1), dated the 
21st December, 1945 and last amended vide notification number G.S.R. 303 (E) dated the 30th March. 2017. 
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